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Office Action Summary 

- The MAILING DATE of this communinatinn 


Application No. 

09/637,962 


Applicant(s) 

THOMPSON, LAWRENCE H. 


Examiner 

Regina M. DeBerry 


Art Unit 

1647 





Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTHS FROM 
THE MAILING DATE OF THIS COMMUNICATION MONTH(S) FROM 

- Failure to reply within the set or extended period for reply will by Statute Tluselp 1^ n!Z , L W "^SSS!" ,he ma '" n9 da,e 0f this ^^""icalion. 

Status 

1)S Responsive to communications) filed on 17 May 2001 
2a)Q This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters Drosemtinn « tn th* 
closed in accordance with the practice under Ex parte Quay/e 1935^^0 Tl 453 O G 21 3. " 

Disposition of Claims 

4) H Claim(s) 1-116 is/are pending in the application. 
4a) Of the above claim(s) is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) Q Claim(s) is/are rejected. 

7) D Claim(s) is/are objected to. 

8) |£] Claim(s) 1-116 are subject to restriction and/or election requirement. 
Application Papers 

9) D The specification is objected to by the Examiner. 

1 0) Q The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 85(a) 

11) D The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) Q The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

1 3) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

a)D All b)Q Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. 

3. Q Copies of the certified copies of the priority documents have been received in this National Staae 

application from the International Bureau (PCT Rule 1 7 2(a)) 9 
See the attached detailed Office action for a list of the certified copies not received. 

14) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application) 

^m 3 ! 9 The trans,ation of the forei 9 n language provisional application has been received 

15) U Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 

Attachment(s) 

1) □ Notice of References Cited (PTO-892) j — i . ^ . „ 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 2 H fT™, ?T*" ^ ~ 

3) □ formation Disclosure Statement(s) (P? 0 -1449) Paper Z) . ej □ ,nf ° rmal PM ^™ 
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DETAILED ACTION 
Election/Restrictions 

1. Restriction to one of the following inventions is required under 35 U.S.C. 121: 
' Claims 1 " 15 - drawn t0 a method of treating fatigue comprising 

administering a therapeutic amount of a recombinant erythropoietin, 
classified in class 514, subclass 2. 
II- Claims 16-29, drawn to a method of treating body or other pain comprising 
administering a therapeutic amount of a recombinant erythropoietin, 
classified in class 514, subclass 2. 
"I. Claims 30-38, drawn to a method of treating a symptom in a subject 
comprising administering at a frequency of once per week or less a 
therapeutic amount of a recombinant erythropoietin, classified in class 
514, subclass 2. 

Claims 39-65, drawn to a method of treating a symptom in a subject 
having a condition adversely effected by a side effect of treatment with 
erythropoietin comprising, administering a therapeutic amount of a 
recombinant erythropoietin, classified in class 514, subclass 2. 
Claims 66-89, drawn to a method of treating or preventing an anemic 
condition in a subject comprising, administering a therapeutic amount of a 
recombinant erythropoietin wherein subject is non-responsive or adversely 
effective by treatment with Epoetin Alfa or Beta, classified in class 514, 
subclass 2. 



IV. 



V. 
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VI. Cairns 90-92, drawn to a formation or «, Uprising a therapeutic 

amount of Epoetin Omega, classified in ciass 530, subclass 395 
VN. Cairns 93-1 1 5, drawn to a method of treating or preventing an anemic 
condition in a subject, comprise administering a therapeutic amount of 
recombinant erythropoietin without producing or exacerbating an adverse 
effect seiected from the group consisting of increased biood pressure or 
hypertension, classified in class 514, subclass 2. 
V.H. Cairn 116, drawn to a method of treating a patien, comprising 
administering to me patient having a need thereof a recombinant 
erythropoietin, classified in class 514, subclass 2. 

The inventions are distinct, each from the other because of the fo„o*g reasons- 
Although there are no provisions under the section for -Relationship of 

inventions" ^P.E,. § aoe.05f or inventive groups tha, are directed, o« 
constitutepatentably distinct inventions for the following reasons: Groups l-V VI, V( „ 

r e,uiredonefo r ,heo,he r ,and/o r achievedi ff eren,goa,,,naddi,ion,heme,hods 
*awn ,o ,rea,me„, in differen, popu,a,ions of subjects. Therefore, a search and 

examination of all seven methods in one patent application wouid result in an undue 
burden, since the searches for the seven methods are no, coextensive the 
classification is different, and ,he subject matter is divergent 



are 
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inventions V, (product) and ,-V, V„, V,„ (process o, using) are related as produo, 
and process of use. The inventions can be shown to be distinct if either or both o, the 
following can be show,: ,1, th e process for using the produo, as .aimed can be 

-d in a materially different process of using tha, product (MPEP § 80ao5(h)) . , n (he 

-antcasetheproductcanbeusedina.atenaiiydifferentprocesssuchasinrnaKing 
antibodies. 



C.ai m s,l 7 ,30,39,eeand 9 3aregen e rictoap,ura,i« y ofd i sc,osedpa,en,abi y 
«nct species comprising recombinant e^thropoietin. Appiioan, is retired under 35 
U.S.C. 121 ,o elect a singie disclosed species, even though this requirement is 

traversed. 

^.inc, appiicant shouid submit evidence or identify such evidence now of record 
towing thespeciestobe obvious variants or cleady admit on the record thatthis is the 
case. ,n either instance, if the examiner finds one of the inventions unpatentable over 
•he phor art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 

" Group , is etected: Applicant is required to elect a condition associated with 

spec.es comprising cancer, liver dysfunction, hepatitis infection, hear, condition 
autoimmune disease, chronic fa,igue and cancer therapy. App(icant „ 
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35 U.S.C. 121 10 elec, a single disclosed species, even though .his requirement is 
traversed. 

Shouid applican, traverse on the ground tha, the species are not pa ,e„»ab,y 
astinct, applicant should submit evidence or identify such evidence now of record 

case. ,n either instance, if the examiner finds one of the inventions unpatented over 
the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 

-f Group II ,s elected: Applicant is required to elect a condition associated with 

species comprising cancer, liver, hepatitis infection, hear, condition, autoimmune 
Cseaseandcancertherepy. Applicant is required under 35 U.S.C. 121 to elect a single 
disclosed species, even though this requirement is traversed. 

Should applicant traverse on the ground tha, the species are no. patently 
applican. should submi. evidence or identify such evidence now o, record 

case. ,n ei,her instance, if ,he examiner finds one of ,he inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 

« Group II, is elected: Applican, is required to elect a condition associated with 
a symp,om. Cairns 34-38 are generic ,o a p,ura,i,y o, disclosed pa,en,ab,y dis,inc, 
species comprising anemia, fa,igue, demen,ia, and vascular pain. Applican, is required 
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-er 35 U,.C 121 (0 elect . , ng|e djsdosed m ^ (hough thjs 
traversed. 

^^^^^^^^^^ 

showing species o bviou s va ri an ts o r c,e ariy admit on the reco, that Ws is the 

case, .nei^er instance, if .eexa.inerws one of tte mentions unpa te n t ab,e over 
«he phor art, the evidence or admission may be used in a rejection under 35 

U.S.C. 103(a) of the other invention. 

If Group IV is elected: 

Appiican, is required to elec, a symptom. Claims 41-45,61 are generic to a 
^'^^^^^^^^ 

vascularpainandcancertherapy. Applicant is required under 35 U.S.C 1 2 1,oe,ec,a 
smgle disclosed species, even though this requirement is traversed 

or hypertension, thrombosis and increased platelet count. 

Applicant is required to elect a condition. Claims 49-51 ,53-55 are generic to a 

hear, condition, cancer, autoimmune disease, liver dysfunction, hepatitis and treatment 
by chemotherapy or radiation therapy. 

Should applicant traverse on the ground that the spedes are no. patentably 
«nc, appiican, shou.d submit evidence or identify such evidence now of record 
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showin gth e sped es tob e obvious va rt an t so r c,ea riy a dmrtontherecord(hatthisisthe 
-e. ,n either instance, if the examiner finds one „ ^ ^ ^ 

<he pn,r a rt , the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 

68,72-75 and 86 are generic ,o a p,ura,i ty of disciosed pa,en,ab,y distinct spe.es 

*onic disease. A,DS, prematurity, .halasemia, autoimmune hemoiytic disease 
^^^^^^^^^^^ 

Appl i can, i sreauiredunder35U.S.C. 121t0 e te c»asin s ,ed i s d osedspecies,even 
though this requirement is traversed. 

Shouid applican. traverse on the ground that the species are no, pa.en.abiy 
astincapptican, should submit evidence or identify such evidence now of record 

case. ■„ either instance, if the examiner finds one of the inventions unpatentabte over 
*e prior art, the evidence or admission may * used in a rejection under 35 
U.S.C. 103(a) of the other invention. 

If Group VI, is e.ec led : Appiican. is required to elect an anemic condition 

comprising anemia associated with rena, anemia, malignant disease, chemotherapy 
chronic disease, AIDS, prematurity, thaiasemia, autoimmune hemoiytic disease 
aplastic anemia, heart condition, liver dysfunction, hepatitis and cancer. Applican, is 
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required under 35 U.S.C. 121 ,o elect a sin 9 ,e disdosed spades, even though this 
requirement is traversed. 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or dearly admit on the record that this is the 
case. ,n either instance, if the examiner finds one of the inventus unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 

If Group V.I. is elected: Applicant is required to elect a liver impairment. Claim 
116L is generic to a plurality of disdosed patentably distinct species comprising 
hepatitis, cirrhosis, autoimmune disease, chemical liver dysfunction and pathological 
liver dysfunction. Appiican, is required under 35 U.S.C. 121 to elect a single disdosed 
spedes, even though this requirement is traversed. 

Should appiican. traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
case. ,n either instance, » the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 

Because these inventions are distinct for the reasons given above and have 
acquired a separate status in the „ as shown by their different dassffication, separate 
search requirements, and/or recognized divergent subject matter, restriction for 
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examination purposes as indicated is proper. To be My responsive ,o this requirement 
Applicants are required to point ou, which claims correspond ,o ,he elected invention. 

Applicant is advised that the reply to this requirement to be complete must 
include an election of the invention to be examined even though the requirement be 
traversed (37 CFR 1.143). 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Regina M. DeBerry whose telephone number is (703) 
305-6915. The examiner can normally be reached on Mondays-Fridays 8:00 a.m. - 
4:30 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Kunz can be reached on (703) 308-4623. The fax phone numbers for 
the organization where this application or proceeding is assigned are (703) 305-7939 for 
regular communications and (703) 308-2742 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 



0196. 



October 2, 2001 



ELIZABETH KEMMERER 
PRIMARY EXAMINER 



